
State of California Department of Consumer Affairs 
 
Memorandum 
 
 
To: Board Members Date: October 23, 2008 
  
From: Anne Sodergren 
 Board of Pharmacy 
 
 
Subject: Regulation Hearing – Proposal to Repeal 16 CCR § 1716.1 and 1716.2, 
and Amend §§ 1751-1751.8, and Adopt §§ 1735-1735.8 
 
At this meeting the board will conduct a regulation hearing to hear testimony about the 
proposed regulation that establishes requirements for pharmacies that compound medications. 
 
Current pharmacy law provides the authority for a pharmacist to compound drug products as 
well as compound sterile injectable products.  As required in Business and Professions Code 
section 4127, the board adopted regulations to implement the provisions for pharmacies that 
compound sterile injectable products.  There are no similar provisions in regulation to detail the 
requirements for pharmacies that complete general compounding.   
 
In 2004 the Board of Pharmacy formed a Workgroup on Compounding comprised of board 
members, board staff, and industry representatives.  The workgroup recognized that current 
pharmacy regulations addressing compounding only govern the physical circumstances, 
procedures and record keeping requirements for general compounding and do not address 
quality, strength or purity.  At the conclusion of this workgroup, recommendations to change the 
current regulations were provided. 
 
Since that time, largely since 2006, the board has continued to refine the language based on 
subsequent comments from interested parties during board and committee meetings as well as 
included changes recommended by counsel.   
 
This regulation was noticed on August 22, 2008 and the 45-day comment period was closed on 
October 6, 2008.   
 
The board received a significant number of comments, however many comments share a 
common theme but submitted by different people.  For you review are copies of the comments 
submitted. 
 
During the regulation hearing additional testimony will be provided for board consideration.  At 
the conclusion of the hearing the board may consider revising the language.  Any changes to 
the language will result in either an additional 15-day comment period or a new 45-day 
comment period depending on the scope of the changes. 
 
Board staff are preparing responses to comments submitted and will provide the responses and 
any recommended changes if necessary to the board for consideration at part of the hearing. 



 
 






























































































































